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Remarks/Arguments 

Claims 1-3 and 5-9 have been rejected. By the amendments above, claim 1 and 
previously withdrawn claim 4 have been canceled, claims 2 and 6-9 have been amended, 
and new claim 10 has been added. No new matter has been added and no additional 
search is required as a result of these amendments. The amendments are intended to place 
the claims in better condition for allowance or appeal. 

Claims 8 and 9 have been rejected under 35 U.S.C. § 112, first paragraph, on the 
basis that the subject matter is not described in the specification in a manner that reasonably 
conveys that Applicants had possession of the invention. The Examiner has stated that the 
ingredients of claims 8-9 have support, but the relationship with claim 7 is not clearly found. 
Applicants traverse this rejection. 

Claim 7 is directed to a dry powder as described in the specification, for example, on 
page 10, lines 1-4. The use of a dry powder which may be combined with water to form a 
liquid infant formula is described in Example 1 on pages 10-11 of the specification. The 
concentration ranges of claims 8-9 (as well as of new claim 10) are identically described in 
the specification on page 9, lines 16-27, where the infant formula is described as either 
having the aforementioned concentrations or being capable of being diluted to a formulation 
that has such concentrations. These claims present no new matter. Those skilled in the art 
will readily understand that the formula may be in the form of a powder or a liquid 
concentrate which is to be diluted with water to form the ready-to-feed infant formula; such 
formulations and methods are very commonly used in the infant formula business. 

The claims are not directed to the concept that an infant formula powder of this 
invention may be combined with water to obtain different concentrations (although that is 
clearly possible), but rather reflect the fact that different concentrations will be formed 
depending on the composition of the infant formula powder. The invention as described in 
the original specification clearly includes the ranges of concentrations claimed (see e.g., 
specification page 9, lines 16-27). Claims 8-10 contain a specific ratio of about 127 grams of 
powder per liter, which is the ratio presented in Example 1 of the specification as originally 
filed. 

Applicants believe that the subject matter of claims 8-9 (as well as 7 and 10) are well- 
supported and meet all the requirements of §112, first paragraph. Withdrawal of this 
rejection is earnestly solicited. 
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Claims 6-9 have been rejected under 35 U.S.C. § 1 12, second paragraph, as being 
indefinite. 

The Examiner has pointed out that "cfu" should be "cfu/L" in claim 6; Applicants thank 
the Examiner for noting this error and have corrected it by the amendments above. 

The Examiner has also said that claim 6 is in improper dependent form for failing to 
further limit a previous claim. Applicants traverse this rejection. 

Claim 6 clearly further limits claim 3 with regard to the more specific concentrations 
of the claimed elements, which concentrations fall within the broader ranges of claim 3. 
Applicants do not see any basis for this rejection, and would welcome further explanation if 
the Examiner continues to believe that it is proper. 

The Examiner has stated that claims 7-9 are indefinite and confusing in having a 
conditional process limitation. Applicants traverse. 

These claims do not contain a conditional process limitation, but rather describe the 
composition of the infant formula powder in terms of the concentration of ingredients which 
would be present in a liquid formula formed by combining the powder with water, as 
described in the specification. 

Claims 8-10 are directed to a dry powder infant formula which contains oligofructose, 
sialyllactose, L. acidophilus and B. lactis in amounts that are defined according to the 
concentration of these ingredients which will be produced when about 127 grams of the 
powder is combined with water to produce one liter of formula. The use of about 1 27 g/L of 
formula powder is shown in Example 1 of the specification. 

The Examiner has also stated that claims 8 and 9 are substantial duplicates. 
Applicants thank the Examiner for pointing out this error, which has been corrected by 
amendment above. 

For all the foregoing reasons, Applicants believe that claims 6-9 meet all the 
requirements of §112, second paragraph, and respectfully request the withdrawal of the 
instant rejection. 
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Claim 1 has been rejected under 35 U.S.C. § 102(b) as being anticipated by 
Luchansky et al. Claim 1 has been canceled above; therefore, this rejection is moot and 
Applicants respectfully request withdrawal thereof. 

Claims 1-3 and 5-9 stand rejected under 35 U.S.C. § 103(a) as being unpatentable 
over Luchansky et al. taken with Orrhage et al., ATCC Catalogue and Cai et al. The 
Examiner has stated that: Luchansky et al. discloses an infant formula containing 
oligofructose, sialyllactose, and probiotic bacteria; Orrhage et al. discloses the use of L 
acidophilus and 8. longum; ATCC Catalogue discloses that 8. longum was previously 
classified as 8. animalis] and Cai et al. demonstrate that 8. lactis has been classified as 8. 
animalis. Applicants traverse this rejection for the reasons set forth below. 

Luchansky et al. does not disclose an infant formula comprising Lactobacillus 
acidophilus and Bifidobacterium lactis. Luchansky et al. is directed to a specific strain of 
bacteria, and various uses therefor. These uses include incorporation of the bacteria in food 
products, and use of the bacteria to reseed bacteria levels which have been reduced by 
illness, antibiotics, and other causes (see Luchansky et al. Abstract); this reference does not 
teach combining this bacterium with another type of bacteria in a food product. 

Orrhage et al. teaches administering a fermented milk supplement containing 
oligofructose, 8. longum, and L. acidophilus along with the administration of the drug 
cefpodoxime proxetil. This reference does not teach or suggest an infant formula . Rather, it 
teaches a supplement for co-administration with a drug administered to adults. An infant 
formula must contain certain nutritional components in certain amounts, as set forth in 
governmental regulations (for example, certain amounts of fat, protein, calories, and vitamins 
per unit of formula). The reference compositions are not infant formulas. One would not 
learn how to make an infant formula from the teachings of Orrhage et al.. 

The Examiner has suggested that the combined teachings of Luchansky et al. and 
Orrhage et al. teach an infant formula comprising sialyllactose, oligofructose, 8. longum, and 
L acidophilus. However, there is no motivation in the art to make this combination. The 
bacteria in Orrhage et al. are used to offset the loss of bifidobacteria due to administration of 
a drug, not as part of an infant formula. One skilled in that art seeking an improved infant 
formula would not have looked to Orrhage et al. for guidance. 

Logically, if one were to seek to combine the teachings of Luchansky et al. and 
Orrhage et al., the result would be the use the bacterial strain of Luchansky et al. during 
administration of a drug according to Orrhage et al., since this application is common to both 
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references, and not an infant formula according to the claimed invention. Only with the 
Applicant's invention as a road map would it seem obvious to combine the references as 
suggested by the Examiner, but obviousness must be judged at the time the Applicant's 
invention is made without benefit of knowledge of that invention . 

The Examiner has recognized that neither Luchansky et al. nor Orrhage et al. refer to 
B. lactis. The Examiner has, therefore, attempted to show that this bacterium is 
"substantially undistinguishable" from B. longum by using ATCC Catalogue and Cai et al. in 
combination. 

The Examiner has pointed to an entry in ATCC Catalogue (dated 1994) which 
indicates that B. longum was once in the animalis species category. The taxonomy of 
bifidobacteria species has changed significantly over the years. At the time the present 
application was filed, B. longum had already been split out of the animalis species category; 
one of skill in the art would not have considered the two to be the same species at the time 
the application was filed. Applicants note for completeness that the ATCC Catalogue does 
not teach the use of bacteria in infant formula. 

Cai et al. teaches that B. lactis and 8. animalis are the same species, but does not 
teach or suggest using such bacteria in infant formula. 

The presently claimed subject matter is an infant formula comprising oligofructose, 
sialyllactose, Lactobacillus acidophilus and Bifidobacterium lactis. The cited references, 
whether taken individually or in any combination, do not teach such an infant formula. In 
fact, the only cited reference (Luchansky et al.) which mentions using bifdobacteria in infant 
formula fails to mention either L acidophilus or B. lactis. 

For all the foregoing reasons, Applicants believe that the claimed invneion is 
patentable over the cited art and respectfully request the withdrawal of the rejection of claims 
1-3 and 5-9 under § 103(a). 

The Examiner has made the present Office Action final, on the basis that Applicants' 
amendment necessitated the new grounds for rejection. Applicants respectfully disagree. 

Under present practice, second or any subsequent actions on the merits shall be final 
except where the Examiner introduces a new ground for rejection that is not necessitated by 
Applicants' amendment or by a new information disclosure statement (MPEP, 706.07(a), 
August 2005). In this case, the new grounds for rejection based on Luchansky, et al. were 
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not necessitated by the Applicants' prior amendment. For example, although the 
amendment of claim 1 to narrow the subject matter from a nutritional composition comprising 
certain ingredients to an infant formula comprising the same ingredients may have prompted 
the Examiner to search for another reference, the Examiner could and should have found 
and cited this reference against the original claims in the first action on the merits , 
particularly since the specification is clearly directed to an infant formula. A reference that is 
material to an infant formula claim is certainly at least as material to a nutritional composition 
claim where the elements are identical, since nutritional compositions include infant 



By not citing this reference until a second and final action, the Examiner deprives 
Applicants of the full and fair hearing to which Applicants are entitled. Applicants believe 
that the finality of the present Office Action is premature , and respectfully request withdrawal 
thereof. 

The prompt allowance and advancement to issue of claims 2-3 and 5-10 is solicited. 
No fee is believed to be due herewith, but should a fee be required it may be charged to 
Deposit Acct. No. 01-1425. 



Wyeth 

Patent Law Department 
Five Giralda Farms 
Madison, NJ 07940 
Tel. No. (973) 660-7657 
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Joseph M. Mazzarese 

Attorney for Applicants 
Reg. No. 32,803 



